
Office of Compliance
(HFD-300)

Deborah Autor, Esq (Actg)
301-827-8910

FAX 301-827-8901
Deputy Director

Joseph Famulare (Actg)

Office of Pharmacoepidemiology and 
Statistical Science

(HFD-030)
Paul Seligman, MD

301-827-6276
FAX 301-594-6197

Deputy Director
Jonca Bull, MD

Office of Business Process Support 
(HFD-140)

Stephen Wilson, MD (Actg)
301-796-1000

FAX 301-796-9875
Deputy Director

Cathie Schumaker

Office of Management 
(HFD-010)

Russell Abbott
301-594-6741

FAX 301-443-5438

Office of Training and Communications
(HFD-200)

Nancy Smith, PhD
301-827-1651

FAX 301-827-3056
Deputy Director

John Friel

Office of Information Technology
(HFD-070)

Margo Burnette
301-827-6240

FAX 301-443-0876
Deputy Director

Jim Shugars (Actg)

Office of New Drugs 
John Jenkins, MD

301-796-0700
FAX 301-796-9856

Deputy Director
CAPT Sandra Kweder, MD

Office of Regulatory Policy
(HFD-005)

Jane Axelrad
301-594-5400

FAX 301-594-6197

Office of Executive Programs
(HFD-006)

Deborah Henderson
301-594-5400

FAX 301-594-6197
Deputy Director

Jayne Ware

Office of Counter-Terrorism and Pediatric 
Drug Development

(HFD-950)
Rosemary Roberts, MD

301-827-7777
FAX 301-827-7738

Deputy Director
Shirley Murphy, MD (Actg)

Office of Medical Policy
(HFD-040)

Robert Temple, MD
301-594-6758

FAX 301-594-5298
Deputy Director

Rachel Behrman, MD, M.P.H.

Office of Clinical Pharmacology and 
Biopharmaceutics

(HFD-850)
Lawrence J. Lesko, PhD

301-594-5690
FAX 301-827-7705

Deputy Director for Science
Shiew-Mei Huang, PhD

Office of Pharmaceutical Science
(HFD-003)

Helen N. Winkle 
301-594-2847

FAX 301-827-3698
Deputy Director

Ajaz S. Hussain, PhD
Deputy Director

Keith Webber, PhD (Actg)

Office of the Center Director
(HFD-001)

Steven K. Galson, MD, M.P.H.
301-594-5400

FAX 301-594-6197
Deputy Center Director

Douglas Throckmorton, MD (Actg)
Randy Levin (Associate Director for Medical Informatics

301-827-7784
FAX 301-827-1540

Jane Axelrad (Associate Director for Policy)
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Drug Safety Oversight Board
(HFD-001)

Susan Cummins, MD., M.P.H.
301-594-5400

FAX 301-594-6197

Controlled Substance Staff
(HFD-009)

Deborah Leiderman, MD
301-827-1999

FAX 301-443-9222
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Office of Management

Office of Management 
(HFD-010)

Russell Abbott
301-594-6741

FAX 301-443-5438

Division of Management and Budget
(HFD-050)

Robert Linkous
240-453-6700

FAX 240-453-6714
Deputy Director
Jennifer Whalen

Management Analysis Branch
(HFD-057)

J. Richard Allen, Branch Chief
240-453-6700

FAX 240-453-6733

Program Resource Management Branch
(HFD-054)

Rixie Scott, Branch Chief
240-453-6700

FAX 240-453-6713

Division of Management Services
(HFD-060)

John Emelio
240-453-6800

FAX 240-453-6749
Deputy Director
Mary Baucum

Program Management Services Branch
(HFD-063)

Patricia Gathers, Branch Chief
240-453-6800

FAX 240-453-6758

Interface Management Branch
(HFD-067)

Stephanie Hawk, Branch Chief
240-453-6742

FAX 240-453-6738
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Office of New Drugs 
John Jenkins, MD

301-796-0700
FAX 301-796-9856

Deputy Director
CAPT Sandra Kweder, MD

Guidance Policy Team
CDR Armando Oliva, MD

301-796-0514
FAX 301-796-9856

Pregnancy and Lactation Team 
CDR Kathleen Uhl, MD

301-796-0553
FAX 301-796-9856

Pharmacology/Toxicology Staff
David Jacobson-Kram, PhD

301-796-0175
FAX 301-796-9858

Study Endpoints and Labeling 
Development Team 

CAPT Laurie Burke, MD
301-796-0136

FAX 301-796-9858

Program Management Team 
Eldridge Coles
301-796-0141

FAX 301-796-9854

Regulatory Affairs Team
Kim Colangelo
301-796-0140

FAX 301-796-9858

Division of Nonprescription Regulation 
Development

(HFD-560)
Susan Johnson, Pharm D, PhD (Actg)

301-827-2258
FAX 301-827-2316

Office of Nonprescription Products
(HFD-560)

Charles J. Ganley, MD
301-827-2222

FAX 301-827-2316

Office of Oncology Drug Products
(HFD-Pending)

Richard Pazdur, MD
301-827-5098

FAX 301-827-5395

Division of Biological Oncology 
Products

(HFM-573)
Patricia Keegan, MD

301-827-5097
FAX 301-827-2801

Division of Drug Oncology 
Products 

(HFD-150)
Robert Justice, MD (Actg)

301-594-2473
FAX 301-594-0499

Division of Medical Imaging and 
Hematology Products 

(HFD-160)
George Q Mills, MD

301-827-7510
FAX 301-480-6036

Office of Drug Evaluation III 
(HFD-103)

Florence Houn, MD
301-827-3144

FAX 301-480-3761

Division of Reproductive and 
Urologic Products

(HFD-580)
Daniel Shames, MD

301-827-4260
FAX 301-827-4267

Division of Gastroenterology 
Products 

(HFD-180)
Brian Harvey, MD, PhD

301-827-7310
FAX 301-443-9285

Division of Dermatology and 
Dental Drug Products 

(HFD-540)
Jonathan Wilkin, MD

301-827-2020
FAX 301-827-2075

Office of Drug Evaluation I
(HFD-101)

Robert Temple, MD (Actg)
301-594-6758

FAX 301-594-5298

Botanical Review Team

Division of Cardiovascular and 
Renal Products 

(HFD-110)
Norman Stockbridge, MD (Actg)

301-594-5300
FAX 301-594-5495

Division of Neurology Products 
(HFD-120)

Russell Katz, MD
301-594-2850

FAX 301-594-2859

Division of Psychiatry Products 
(HFD-120)

Thomas Laughren, MD (Actg)
301-594-2850

FAX 301-594-2859

Office of Drug Evaluation II 
(HFD-102)

Robert Meyer, MD
301-827-5920

FAX 301-480-6644

Division of Pulmonary and Allergy 
Products

(HFD-570)
Badrul Chowdhury, MD

301-827-1050
FAX 301-827-1271

Division of Anesthesia, Analgesia, 
and Rheumatology Products 

(HFD-170)
Robert Rappaport, MD

301-827-7410
FAX 301-443-7068

Division of Metabolism and 
Endocrinology Products 

(HFD-510)
David Orloff, MD

301-827-6430
FAX 301-443-9282

Office of Drug Evaluation IV 
(HFD-104)

Mark Goldberger, MD, M.P.H
301-827-2350

FAX 301-827-2520

Drug Shortages Program

Antimicrobial Resistance Initiative

Division of Anti-Infective and 
Ophthalmologic Products

(HFD-520)
Janice Soreth, MD

301-827-2120
FAX 301-827-2325

Division of Anti-Viral Drug 
Products

(HFD-530)
Debra B. Birnkrant, MD

301-827-2330
FAX 301-827-2523

Division of Special Pathogens and 
Transplant Products 

(HFD-590)
Renata Albrecht, MD

301-827-2336
FAX 301-827-2510

Office of Drug Evaluation VI
(HFD-106)

Karen D. Weiss, MD
301-827-5098

FAX 301-827-5395

Division of Therapeutic Biological 
Internal Medicine Products

(HFM-576)
Marc K. Walton, MD

301-827-5096
FAX 301-827-5394

Division of Review Management 
and Policy 
(HFM-585)

Wendy Aaronson
301-827-5099

FAX 301-827-5397

Division of Nonprescription Clinical 
Evaluation
(HFD-560)

Curtis Rosebraugh, MD, M.P.H. (Actg)
301-827-2256

FAX 301-827-2316
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Office of Pharmaceutical Science
(HFD-003)

Helen N. Winkle 
301-594-2847

FAX 301-827-3698
Deputy Director

Ajaz S. Hussain, PhD
Deputy Director

Keith Webber, PhD (Actg)

Informatics and Computational 
Safety Analysis Staff (HFD-901)

Joseph Contrera, PhD
301-827-5188

FAX 301-827-3787

Process Analytical Technologies 
(HFD-003)

Vacant
301-594-2847

FAX 301-827-3698

New Drug Microbiology Team 
(HFD-805)

David Hussong, PhD
301-827-7340

FAX 301-827-3084

Office of Testing and Research 
(HFD-900)

Ajaz S. Hussain, PhD (Actg)
301-594-2847

FAX 301-827-3787

Division of Product Quality 
Research
(HFD-940)

Mansoor Khan, PhD
301-827-5246

FAX 301-594-6289

Laboratory of Clinical 
Pharmacology 

(HFD-902)
Jerry Collins, PhD

301-827-5471
FAX 301-594-6306

Division of Applied 
Pharmacology Research

(HFD-910)
Jerry Collins, PhD (Actg)

301-594-0510
FAX 301-594-3037

Division of Pharmaceutical 
Analysis

(HFD-920)
Lucinda Buhse, PhD

314-539-2136
FAX 314-539-2113

Office of Generic Drugs
(HFD-600)

Gary Buehler
301-827-5845
FAX 594-0183

Division of Bioequivalence
(HFD-650)

Dale P. Conner, Pharm.D.
301-827-5847

FAX 301-594-0181

Division of Labeling and 
Program Support

(HFD-610)
Peter Rickman
301-827-5846

FAX 301-594-0183

Division of Chemistry II
(HFD-640)

Florence Fang
301-827-5849

FAX 301-443-3839

Division of Chemistry I 
(HFD-620)

Rashmikant Patel, PhD
301-827-5848

FAX 301-594-0180

Division of Chemistry III 
(HFD-600)

Vilayet Sayeed, PhD
301-827-5845

FAX 301-594-0183

Operations Staff
(HFD-003)

Christopher Cole, MPA
301-443-5092

FAX 301-443-5225

Office of Biotechnology Products 
(HFD-121)

Steven Kozlowski, MD (Actg)
301-443-5089

FAX 301-827-3698

Division of Therapeutic Proteins 
(HFD-122)

Amy Rosenberg, MD
301-827-1790

FAX 301-480-3256

Division of Monoclonal 
Antibodies
(HFD-123)

Kathleen Clouse, PhD (Actg)
301-827-0850

FAX 301-827-0852

Office of New Drug Chemistry 
(HFD-800)

Moheb M. Nasr, PhD
301-827-5918

FAX 301-594-0746

Division of New Drug Chemistry I 
(HFD-810)

John Simmons, PhD
301-594-2570

FAX 301-827-4590

Division of New Drug Chemistry II 
(HFD-820)

Eric Duffy, PhD
301-827-6420

FAX 301-594-6071

Division of New Drug Chemistry III 
(HFD-830)

Vacant
301-827-2001

FAX 301-827-2103

Program Activities Review Staff
(HFD-003)
Jon Clark

301-443-5103
FAX 301-443-5225

Science and Research Staff
(HFD-003)

Nakissa Sadrieh, PhD
301-443-5140

FAX 301-443-5245

Compendial Operations Staff
(HFD-354)

Larry Ouderkirk
301-443-5188

FAX 301-443-5245
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Office of Pharmacoepidemiology and Statistical Science

Office of Pharmacoepidemiology and Statistical Science
(HFD-030)

Paul Seligman, MD
301-827-6276

FAX 301-594-6197
Deputy Director
Jonca Bull, MD

Office of Drug Safety
(HFD-400)

Ralph Lillie, R.Ph, M.P.H (Actg)
301-827-6276

FAX 301-480-8173

Div of Surveillance, Research 
& Comm. Support

(HFD-410)
Gerald DalPan, MD

301-827-3172
FAX 301-480-0628

Div of Medication Errors & 
Tech. Support 

(HFD-420)
Carol Holquist, R.Ph 

301-827-3242
FAX 301-443-9664

Div of Drug Risk Evaluation 
(HFD-430)

Mark Avigan, MD
301-827-3159

FAX 301-827-5190

Office of Biostatistics
(HFD-700)

Robert O’Neill, PhD
301-827-3195

FAX 301-480-2825

Quantitative Methods & 
Research Staff 

(HFD-705)
Stella Machado, PhD

301-827-3461
FAX 301-827-4576

Biologic Therapeutics 
Statistical Staff 

(HFD-711)
Aloka Chakravarty, PhD

301-594-5671
FAX 301-827-3476

Division of Biometrics I 
(HFD-710)

Hsien Ming J Hung, PhD
301-594-5436

FAX 301-594-6593

Division of Biometrics II
(HFD-715)

S. Edward Nevius, PhD
301-827-5873

FAX 301-827-5875

Division of Biometrics III 
(HFD-725)

Mohammad Huque, PhD
301-827-2110

FAX 301-827-2577
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Office of Executive Programs

Office of Executive Programs
(HFD-006)

Deborah Henderson
301-594-5400

FAX 301-594-6197
Deputy Director

Jayne Ware

Executive Operations Staff 
(HFD-006)

Christine Bechtel
301-443-5572

FAX 301-594-5493

Ombudsman
(HFD-001)

Warren Rumble
301-594-5480

FAX 301-827-4312

Quality Assurance Staff
(HFD-001)

Lana Pauls, M.P.H.
301-443-5583

FAX 301-594-5493

Advisors and Consultants Staff 
(HFD-021)

Igor Cerny, PharmD
301-827-7001

FAX 301-827-6776

Organizational Development and 
Strategic Planning

(HFD-006)
Kenneth Wright
301-443-5587

FAX 301-594-5493

International Programs 
(HFD-001)

Justina Molzon
301-443-5287

FAX 301-594-6197
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Office of Medical Policy

Office of Medical Policy
(HFD-040)

Robert Temple, MD
301-594-6758

FAX 301-594-5298
Deputy Director

Rachel Behrman, MD, M.P.H.

Div of Drug Marketing, Advertising and 
Communication

(HFD-042)
Thomas W. Abrams

301-796-1200
FAX 301-796-9877

Division of Scientific Investigations 
(HFD-045)

Joanne Rhoads, MD
301-594-0020

FAX 301-594-1204
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Office of CounterTerrorism and Pediatric Drug Development

Office of Counter-Terrorism and Pediatric Drug 
Development

(HFD-950)
Rosemary Roberts, MD

301-827-7777
FAX 301-827-7738

Deputy Director
Shirley Murphy, MD (Actg)

Division of Pediatric Drug Development
(HFD-960)

Lisa Mathis, MD (Actg)
301-594-7337

FAX 301-827-7738

Division of Counter-Terrorism
(HFD-970)

Mary Purucker, MD
301-827-7711

FAX 301-827-7722
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Office of Clinical Pharmacology and Biopharmaceutics

Office of Clinical Pharmacology and Biopharmaceutics
(HFD-850)

Lawrence J. Lesko, PhD
301-594-5690

FAX 301-827-7705
Deputy Director for Science

Shiew-Mei Huang, PhD

Div of Pharmaceutical Evaluation II
(HFD-870)

Henry Malinowski (Actg)
301-827-5444

FAX 301-480-6645

Div of Pharmaceutical Evaluation III
(HFD-880)
John Lazor

301-827-2011
FAX 301-827-2579

Div of Pharmaceutical Evaluation I
(HFD-860)

Mehul Mehta
301-594-2567

FAX 301-480-3212
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Office of Regulatory Policy

Office of Regulatory Policy
(HFD-005)

Jane Axelrad
301-594-5400

FAX 301-594-6197

Div of Regulatory Policy II 
(HFD-007)

Virginia Beakes
301-594-2041

FAX 301-827-5562

Division of Information Disclosure Policy 
(HFD-013)

Nancy Sager
240-453-6666

FAX 301-827-4576

Div of Regulatory Policy I
(HFD-007)

Nancy Boocker
301-594-2041

FAX 301-827-5562
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Office of Information Technology

Office of Information Technology
(HFD-070)

Margo Burnette
301-827-6240

FAX 301-443-0876
Deputy Director

Jim Shugars (Actg)

Technology Support Services Staff
(HFD-073)

Maryann Slack
301-827-3971

FAX 301-443-0876

Div of Applications Development 
Services

(HFD-075)
Timothy Mahoney

301-827-3277
FAX 301-827-3699

Quality Assurance Staff
(HFD-074)

Paul McCarthy
301-827-3276

FAX 301-827-3686
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Office of Compliance

Office of Compliance
(HFD-300)

Deborah Autor, Esq (Actg)
301-827-8910

FAX 301-827-8901
Deputy Director

Joseph Famulare (Actg)

Div of Compliance Risk Mgmt and Surveillance
(HFD-330)

Steven Silverman
301-827-8930

FAX 301-827-8904

Div of Manufacturing and Product Quality 
(HFD-320)

Joseph Famulare
301-827-8940

FAX 301-827-8907

Div of New Drugs and Labeling Compliance 
(HFD-310)

John Gardner, MD
301-827-8920

FAX 301-827-8902
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Office of Training and Communications

Office of Training and Communications
(HFD-200)

Nancy Smith, PhD
301-827-1651

FAX 301-827-3056
Deputy Director

John Friel

Division of Information Services 
(HFD-230)

Carol Cavanaugh
301-827-5701

FAX 301-827-5540

Division of Training and 
Development 

(HFD-220)
Janice Newcomb

301-827-4580
FAX 301-827-4575

Division of Public Affairs
(HFD-210)

Ellen Shapiro
301-827-1243

FAX 301-827-3055

Division of Drug Information
(HFD-240)
Barry Poole

301-827-4570
FAX 301-827-4577
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Office of Business Process Support

Office of Business Process Support 
(HFD-140)

Stephen Wilson, MD (Actg)
301-796-1000

FAX 301-796-9875
Deputy Director

Cathie Schumaker

Regulatory Review Support Staff
(HFD-142)

Gary Gensinger
301-796-0589

FAX 301-796-7960

Business Analysis and Reporting Staff 
(HFD-141)
Ann Myers

301-796-1100
FAX 301-796-9876

Project Development Staff 
(HFD- 140)

Linda Sigg (Actg)
301-796-0625

FAX 301-796-7960

Division of Records Management 
(HFD-143)

Wendy Aaronson (Actg)
301-796-0020

FAX 301-796-7960


